STATE OF RHODE ISLAND AND PROVIDENCE PLANTATIONS

DEPARTMENT OF HEALTH

Safe and Healthy Lives in Safe and Healthy Communities

To: Licensees and Members of the Community Interested in the:
Rules and Regulations for Licensing Analytical Laboratories (R23-16.2-A/LAB)
proposed to be re-titled Rules and Regulations for Certifying Analytical Laboratories

From: Ewa King, Ph.D., Chief
Environmental Sciences
Division of Laboratories

Date:  October 13, 2004

Please be advised that the Department of Health is proposing to amend the Rules and
Regulations for Licensing Analytical Laboratories (proposed to be re-titled Rules and
Regulations for Certifying Analytical Laboratories) that is available online for your
review: www.health.ri.gov/hsr/regulations/index.php and the Secretary of State’s
website: www.rules.state.ri.us/rules/

Generally, these regulations have been revised pursuant to Public Law 03-072 enacted by
the Rhode Island General Assembly on June 27, 2003.

Because of your interest, knowledge, and expertise in these matters, the Department would
appreciate your review of the document in preparation for an informal community review
meeting scheduled for: FRIDAY, OCTOBER 29, 2004 AT 10:30 A.M. IN THE LABORATORY
LECTURE ROOM at the Division of Laboratories (Chapin Building, 50 Orms Street,
Providence—across from the Marriott Hotel). If you have any questions about the proposed
changes to the regulations, or if you would like to submit written comments, please direct
them to me (via e-mail: EwaK@doh.state.ri.us) or by telephone at 401-222-5600.

Please feel free to circulate additional copies of this letter or the regulations, as needed, to
any interested party. Upon request, to persons with disabilities, copies of these proposed
regulations are also available in Braille, large print, audio cassette, and electronic file
(computer disk). Contact the Division of Health Services Regulation (401-222-1039 or RI
Relay dial 711) if you need such assistance.

Thank you.

CANNON BUILDING, Three Capitol Hill, Providence, Rhode Island 02908-5097
Hearing/Speech Impaired, Dial 711 or Call 1-800-745-5555 (TTY)
Web Site: www.healthri.org
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INTRODUCTION
These amended rules and regulations are promulgated pursuant to the authority conferred under
section 23-16.2-5 of the General Laws of Rhode Idand, as amended, and are established for the purpose
of adopting minimum dandards for teensarecetification of andyticd laboraories that andyze potable
water, non potable water ar ather environmental matrices for the protection of the hedth, safety and
wefare of the public.

The proper operation of laboratories and-statrons within the Sate is amatter of vita concern to the
hedth and safety of the state. The determination and enforcement of proper standards isnecessary to
insare_endure qudifications and competence of personnel in the laboratories and stations- and to insure
ensure the adequacy of equipment and , fadlities ,_and qudity arenecessary—to_assurance programs
required far the operation of

generd wdfare,

icd laharatary  in order to promote the

Pursuant to the provisons of section 42-35-3(c) of the Genera Laws of Rhode Idand, as
amended, the following issues were consdered in ariving & the amended regulations (1) dternative
gpproach; (2) duplication or overlap with other sate regulations; and (3) significant economic impact which
would be placed on facilities through the amended regulations. No dternative approach, duplication or
overlap was identified. Furthermore, the protection of the hedth, safety and welfare of the public
necessitates the adoption of these amended regulations, despite the economic impact that may be incurred
asaresult.

These amended regulations shall supersede a

anayticad labaratories promulgated by the Department of Hedlth and filed with the Secretary of State.
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PART 1 ticensing.Certification Procedure & Definitions

Section 1.0 Definitions

Wherever used in these rules and regulations the following terms shdl be construed to mean:

+11.2 " Act" means the Laboratory Act of Chapter 23-16.2 of the General Laws of Rhode Idand, as
amended, entitled, "L aboratories.”

+21.3 " Analytical laboratory"” meensafa:lllty for the blologlcd mlcroblologlcd chemmd physica
aﬂdradlochemlcd exammatlonof




Section 2.0 General Requirements

21

Itshdlbeunla/vful foranyand;ctmd_ldntaom
mamaﬁmﬂﬂdWCd-ldjoraﬁWmMmdyssd_ﬂnplsngmamg |n thlsstate, foquthh_the
Department requires cerification, without a—hoaﬁse_obtanmg_a_ceriLtuHe pursuant to the




24

An andytica laboratory shdl represent itsdlf in its advertissments, publications, or other forms
of communication, as providing only those services for which it is licensed cettified and shall not
advertise in amanner that tends to midead the public.

Section 3.0 Application for ticenseCertificate
Application for a ‘rrcense_cemﬂrHe to eﬁabhskr conduct—ma*ntaﬂ—or—opeﬁe—aﬁ—aﬁdytrca‘

31

taboratory.

made to the HCG‘!S‘IW JlepatmenLon forms provided by-tl‘re—hoeﬂsng-agency for initid
teensure cartification and for treense catificate renewd.

311

312

313

Applications for a treense certificate renewa must.shdl be submitted to the ticensing-agency
Department on or before the first day of Aprit-Navember prior to the expiration dete of the
q i

Each application for ticense.catification and renewa thereof shdl contain such information
as the treensing—agency_Department reasondoly requires which may include affirmative
evidence of ability to comply with the provisions of the Act and the rules and regulaions
herein.

Each gpplication for tieensea laboratory certificate or renewal thereof as—amanatytica
taboratory must be accompanied with_hy the nanrefundable fee of-five-hundred-dottars

{$500)_as_described in 314 (below) for each category for which the laboratory is
and made payable to the Generd Treasurer of the State

approved_requeding a cetificate,
of Rhode Idand and submitted to the Department of Hedlth.

required: adminidrative $ 250




option: non potable water arganic $50

Ww._l.l.; bl

option: environmentd lead $25

Section 4.0 Issuance & Renewal Of ticenseCertificate

4.1 No less then thlrty (30) days after recelpt of a satisfactorily completed gpplication for an initid

‘ shdl issue atieensecetificate if the goplicant
meets the requirements of the Act and the rules and regulations herein. Said ticensecatificate,
unles sooner suspended or revoked shdl explre by limitation on the 30th day of :hﬁe-—a-yea‘

an out- of-state Iaboratory provi ded the Iaboratory is

a) catified by afederaage
a:d_meihadsnlstoperform

or

b) licensed, _certified or accredited by the dtate agency in the dtate where the
laboratory is located, and provided the laws, rules and regulations for licensure,
cetification or accreditation of said state agency are deemed equivaent to or
exceed the laws, rules and regulations herein as determined by the Director-of
Health:Directar.

4.2  Andyticd |aboraories in this Sate and out-of-gate may recaive referred samples for examination
provided the laboratory is treensedcertified in this State pursuant to these rules and regulations and
Chapter 23-16.2 of the Rhode Idand Generd Laws, as amended.

43 A ticensecetificate shal be issued only for the premises and persons named in the gpplication and
ghall not be transferable or assignable.

4.4  The treensecetificate issued to an andyticd |aboratory shdl clearly identify the type-of |aboratory



or which the laboratory is
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4.5

) Environmental | ead

A ficensecatificate issued hereunder shal be the property of the date and loaned to the
hteﬂseelabatatory and shall be kept posted in a conspicuous place on the tfreensedcatified
premises.

Section 5.0 Inspections

5.1

The Director or his—ddty—authorized agent(s) or employees shdl at dl reasonable times have

authority to enter upon any and dl parts of the premises on which any andytica laboratory is located and
of the premises gppurtenant thereto, to make any examination or investigation whatsoever for the purpose
of determining compliance with the provisons of the Act and the rules and reguletions herein.

511 52——FEach andyticd laboratory shdl be givinpromptnotree_pravided a written report by the

treensngragency_Department of al deflaenues recorded asaresult of an ingpection or investigation

Section 6.0 Denial, Suspension Or Revocation Of ticense Certificate

6.1

The tieensing—agency_Department may den;g_revoke or suspend the ’rrceﬂse_cemﬁcae of any
andytica laboratory for engaging in conduct by-or—chare
indudes it is not limited to:

a) failure to observe any term of such tieensecatificae;

b) falure to observe any order may_made under authority of the Act or under the Satutory
authority vested in the Department of Heslth;

) engaging in, aiding, abetting, causing or permitting any action prohibited under the Act; and




6.2

6.3

Ligs of deficiencies noted in ingpections and investigations conducted by the ticensing-agency
Depatment shdl be maintained on file in the ticensig-agencyDepartment and shdl be consdered
by the ticensing—agency_Department in rendering determingtions to deny, suspend,—or revoke, or
limit the treensescape of cerification of an andytica laboratory.

Whenever action shal be proposed to deny, suspend,-or revoke, ar limit the scope —aticensenf a
certificate or take another disciplinary action, the treensmgragencyDepartment shdl notify the fadility
by certified mail setti ng forth reasons for the proposed action, and the appllcant or treenseecartified
labaratary shal be given an opportunity for a prompt and fair hearing in accordance with section
42 35 9 of the Generd LaNs of Rhode Island as amended, and the Rutes-and-Regutations

Piregulations of reference 5 herein of the
Rhode Iéend Depa’tment of Hedth pursuaﬁt to section 21.0 herein.

6.3.1 However, if the ficensmgagencyDepatment finds that public hedth, safety and welfare
imperatively requires emergency action and incorporates aflndlng to that effect in its order,

the treensing—agencyRepartment may order summary sugpenson of tieensarecatification
pending proceedings for revocation or other action in accordance with sections 23-1-21

and 42-35-14(c) of the Genera Laws of Rhode Idand, as amended.

PART II Organization & Management

Section 7.0  Governing Body & Management

7.1

Each andyticd laboratory shdl have a governing body or equivdent legd authority ultimately
r&ponsi ble for: (1) the management and control of the operation; (2) the assurance of the qudity of
savices, (3) the compliance with dl federd, state and loca laws and regulations, and (4)
compliance with other redlevant hedth and safety requirements, including the rules and regulations
herein.

Section8.0  Birector-OftaboratoryLabaratory Management



8.1

Each andyticd |aboratory shal have a labaratary director who shal be responsible for the day-to-
day management and operation of the laboratory and to ensure the achievement and maintenance
of qudity standards of practice. The labaratary director shdl meat the following minimum
gudifications.

a)
b)

be a person of good mora character;

[ﬂ;]lﬂﬂdiﬁlll.f;&ﬂg.ﬂ]thﬂﬂl}L,j doctorate in the ChG.‘I]LCd_OLb|0|OQICd or-chemrcd sciences
and aminimum of two (2) years andytica laboratory experienceor-hotd, ar_has earned a
madter's degree in the chemica or biological sciences and has.aminimum of four (4) years
of andytica laboratory experience—orpossess,_or has earned a bachelors degree in the
chemicd or biologica sciences and has a minimum of five (5) years of andyticd |aboratory
experience.

i) Exempt from section 8.1 (b) are directors of anaytical |aboratories whickthat were
in operation on the effective date of these regulations (October 25, 1987) and who
mest dl other qudifications set forth in these rules and regulations.

8:28.1.1 The director of each andytica laboratory or hisher designateddesignee, supervisor

b)

who meets the qudifications of section 8.1 (b) herein shal furthermore be responsible for
no less than the following:

to be present on the premises of the laboratory during the hours of operation for a sufficient
period of time to ensure adequate and appropriate supervison of [aboratory activities,

to ensure the accurate performance of dl testsin the laboratory including the submission of
appropriate reports on al tests pursuant to section 10.0 herein;

to ensure the supervision of dl personnd in the laboratory and for hiring adequately trained
personnd commensurate with the workload;

to be avaldble a dl times during the hours of operation for persond or telephone
consultation with personne!;

to notify the treensmgagencyRepartment within ten (10) days of any change in laboratory
Services or supervisory personne;

to establish and fottowadhere ta written policies and procedures for a comprehensve
quality assurance program; and



0 such other activity as may be deemed appropriate.

8:38.1.2 In the event the director of the laboratory is absent for a continuous period of time longer
than one month duration, the laboratory shal not operate unless a person who meets the
qudifications of section 8.1 (b) hereinisin atendance.

Section9.0  Personne

9.1  Each andyticd laboratory shdl employ a sufficient number of quaified personnd commensurate
with the workload to ensure that services are provided effectively and safely and in accordance
with prevailing laboratory standards and practices.

9.1.1 A job description for each classfication of postion shal be established, clearly ddineating
qudifications, duties and responghilities inherent in each pogtion.

9.1.2 Personnd records shdl be maintained for each employee which contain no less thart

a) current background information pertaining to qudifications to judify initid and
continued employment;

bc)  evidence of periodic evauation of work performance; and

cd)  such other data as may be deemed appropriate.

Section 10.0 Records & Reports



10.1 Each andyticd laboratory shdl mantain gppropriate records and reports which shdl be
available for inspection by authorized representatives of the_treensig-agencyDepartment.

10.2

shdLbﬂetanaiLn_smh_a_mmneLto_petmLLtetﬂazd_Such records aﬁdﬂ‘emﬁs Sh&“ mdude:

a) records of the operation and maintenance of dl laboratory equipment;
b) records of al sample examinations in accordance with section 13.3 herein;

) records of control vaues, sandard vaues, standard curves and calculations of
standard deviations; and

d) reports of proficiency testing programs and of such other as may be deemed

10.4 Laboratory reports shdl clearly identify the name and address of the laboratory (which may be a
subcontracted |aboratory) actudly performing the test(s), and shall include the results and the date
of the reporting.

" hail | . I
PART Il Quality AssuranceProgram and Quality Control Programs

Section 11.0 General Requirements

11.1 Each andyticd laboratory shdl have clearly established internad and externa qudity controls to

ensure high standards of performance and riability of test results__These quality controls shall

condder considering such factors as preventive_preventative maintenance, periodic ingpection,
testing for proper vdidation of methods, evauaion of reagents and volumetric equipment,

surveillance of results, remedid action taken to correct deficiencies and quality contral failures and
such other equivdent factors as required in these rules and regulations and as may be deemed

necessary.

11.2 The laboratory shdlmust perform al andyses, of-samptestheresuits—of which will be used for
compliance with state or federa regulations, usng methods that are currently gpproved by the
gppropriate state or federa regulatory agency. (See Appendix "A" for references and a asampte
listng of approved methods).

10



11



Section 120 Procedure Manual

121

Each andyticd laboratory mustshdl have available, at dl times, in the immediate bench area of

personne engaged in conducting anaytical laboratory testing, a procedure manua which includes a
detailed compilation of al automated and manua methods and procedures for dl andytica testswhich
are performed by the laboratory and for which it is teensedeatified.  Furthermore, such manuas

12.1.13 contain information concerning preparation and storage of media reagents, control
and cdlibration procedures and pertinent literature references,

12.1.24 describe the laboratory's technical procedures for the collection, processng and
examination of samples based-oncurrentpractices;

12.1.35 for those tests which are normaly performed on automated test equipment, provide
for aternate methods or for storage of test samples, in the event the automated equipment
becomes inoperable; and

12.146 be approved, signed and dated by the current laboratory supervisor/director_and
the QA QOfficer. Changes in procedures must be approved, sgned, and dated by the

current supervisor/director.and QA Officer.

Section 13.0 Caollection, I dentification & Examination Of Samples

131

132

13.3

Anatyticataboratories——ilnformation that accompanies samples shal be sufficiently detailed to

permit postive identification and document chain of custody of the sample. Such information shdl
contain no less than:

a) source of the sample;
b) time and date of collection; and
C) such other data as may be deemed necessary.

No sample shdl be examined if unsuitable for testing as a result of improper collection, improper
preservation, apparent spoilage, excessive time lgpse between collection and examination or for
such other reasong(s) which would render findings of doubtful vdidity.

Each andyticd laboratory shal maintain a record indicating the daily accession of samples, each of
which shdl be numbered or otherwise appropriately identified. The records of samples shdl
contain no less than:

a) the laboratory number or other identification;



b) the name of the person or andyticd laboratory which submitted the sample;

) date of collection of sample;

d) condition of sample upon receipt;

€) the date and type of test requested and performed,;

f) the results of laboratory tests or cross reference to results and date of reporting; and

0 the name and address of |aboratory to which sample(s) is forwarded iLfar procedure(s)
not performed on the premises.

Section 14.0 Other Applicable Regulations

14.1 An andyticd laboratory ticensed catified in the category of radiochemigry shdl comply with the
Rules and Regulations for the Control of Radiation, promulgated by the Rhode Idand
Depatment of Hedlth; and_mustshdl obtain, as applicable, the appropriate radioactive materids
license from the Office of Occupationd and Radiologicd Hedth, Rhode Idand Department of
Hedth.

13



PART IV Physical Plant And Equipment

14



Section 16.0 Physteat Facility, Equipment & Supplies

16.1 Each andyticd laboratory shal be housed in wdl lighted, sanitary, properly vented quarters
equipped with hot and cold running water, toilet facilities and shal contain ample space to process
and examine the samples commensurate with the total workload. Furthermore, said analytica
|aboratories shall:

16.1.1 bein digtinct and separate locations from living quarters unless provisons exist for separate
entrances, plumbing fixtures,

16.1.2 have ample workbench space,_be wdl lighted and convenrenttytocatec-to-smkauffident;
water, gas, suction, and-electrica outlets and sinksasteedled;

16.1.3 have adequate and proper storage space for vdatrfe_al chemlcas mdudmg_exdesye,

16145 have adequate temperature and humidity controls as may be required for
proper performance of tests and operation of instruments affected by vartattons—of

. I ffions:
16.1.56 have ajmuatevol’tage—feve‘s—at electrlca mpplysoum—to—whrch—aﬁa‘ytrca‘

16.1.67 have adequate_refrigeration for sampla_stmdatds_a:d X
(Food for consumption may not be stored in refrigerators containing laboratory materlds)

15
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PARAMETER LIMITS FREQUENCY
resdivity > (0.5 megohms/cm maonthly
—ar
conductivity < 2 micromhas/cm monthly
Ph_Cd _Cr, <005 mg/l per annudly
~ N7 . |

<01 mg/l tota
totd chlorine none detectable maonthly
resdua
heterotrophic < 500/ml monthly
plate count

Section 17.0 Fire—& Safety.& Security

17.1 Adequate fire-and safety and security precautions shal be established and maintained.  Safety
ingructions shdl be present in a laboratory safety manud for the protection of personnel from
physcd, chemicd and biologicd hazards. The laboratory safety manud shdl include gpplicable
programs for the protection of employees as outlined in the Code of Federal Regulations (29
CFR Part 1910), including, but not limited to, the Occupationa Safety and Hedth Adminigiration
gandards for bloodborne pathogens, hazard communication, and occupationd exposure to

hazardous chemicasin laboratories.

17.1.1 Personnd witt_shdl be given a safety orientation reviewing policies and procedures in the

17



Section 18.0 Waste Disposal

18.1

tafectiotMedical Waste:

trfecttous Medica waste as defined in the Rules and Regulations Governing the Generation,
Transportation, Storage, Treatment, Management & Disposal of Regulated Medical Waste
in Rhode Idand (DEM-DAH-MW-01-92) of the Rhode Idand Depatment of Environmenta
Management shal be managed in accordance with the provisons of the aforementioned
regulations.

1823

Other Waste:

Wastes which are not classfied as infecttous medica waste, hazardous wastes or which are not
otherwise regulated by law or rule may be disposed in dumpsters or load packers provided the
following precautions are maintained:

a) Dumpgters shdl be tightly covered, lesk proof, inaccessble to rodents and animds, and
placed on concrete dabs preferably graded to a drain. Water supply shdl be available
within easy accessibility for washing down of the area.  In addition, the pickup schedule
shdl be maintained with more frequent pickups when required. The dumping Ste of waste
materids mugt be in sanitary landfills gpproved by the Depatment of Environmentd
Managemen.

b) Load packers must conform to the same redtrictions required for dumpsters and in
addition, load packers shall be:

i) high enough off the ground to facilitate the cleaning of the underneeth areas of the
daionary equipment; and

if) the loading section shall be construed and maintained to prevent rubbish from
blowing from said area dite.

PART V Practices & Procedures, Violations & Severability

Section 19.0 Variance Procedure

191

The treensing-agencyDepatment may grant a variance ether upon its own motion or upon request
of the gpplicant from the provisons of any rule or regulaion in specific ingtances where it is found

that literal enforcement of such provisions will result in unnecessary hardship to the gpplicant and
such variance will not be contrary to federa regulations, the public interest, public hedth, or health

18



and safety of individuas.
19.2 A request for variance shdl be made in writing, setting forth in detail the basis of the request.

193 19:2:3Upon filing of such request with the Department treensing-agency and within thirty(36)-days
areasonabletime  theregfter, the treensgagency Department shall notify the gpplicant by certified
mail of its approva, or in case of a denid, a hearing date, time, and place may be scheduled if the
gpplicant appeals the decision.

Section 20.0 Violations

20.1 Inaddition to revocation or suspension of treenses certificates granted, any person who violates the
datutory or regulatory provisons herein shall be subject to the sanctions of section 23-16.2-13 of
the General Laws of Rhode Idand, as amended.

Section 21.0 Rules Governing Practices & Procedures

21.1 All hearings and reviews required under the provison of the rules and regulations herein should be

held in accordance with the Rules and Regulations Governing the Practices and Procedures
Before the Rhode Island Department of Health(R42 35—PP)_I:|ﬂaLth_and_Acce§_to_EubLLc

Section 22.0 Severability

22.1 If any provisons of these rules and regulations or the application thereof to any persons or
circumstances shdl be hdd invalid, such invaidity shdl not affect the provisons or goplication of
the rules and regulations which can be given effect, and to this end the provisions of the rules and
regulations are declared to be severable.

September 13, 2001
anaytical labs-refiling-jan02.doc
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APPENDIX " A"

Ldooratorles must pen‘orm al analysesin accordance with the current methods Specified nrthe-gppropriate

20



u Sandard Methods for the Examination of Water and Wastewater, Amearican Public Hedth
Association, 18th edition, 1992, 1015 Fifteenth Street, NW, Washington, D.C. 20005.

u Methods for the Chemical Analysis of Water and Wastes, U.S. Environmenta Protection
Agency, EPA-600/4-79-020, March 1983.

u Guidelines Establishing Test Procedures for the Analysis of Pollutants Title 40, EPA Part
136 Federa Register, val. 60, no. 64, April 4, 1995.

u Methods for the Organic Chemical Analysis of Municipal and Industrial Wastewater,
USEPA, EMSL, Cincinnati, OH, EPA 600/4-82-057.

21
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